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AHanNUTUYECKUIA NAcMopT HA FOTOBYIO NPOAYKLMIO

NuueHann Ha ocywecTeneHne NPoM3BOACTBA NeKapCTBEHHbIX cpeacTs Ne00153-J1C 000 "HosapTuc Hesa"
Pocecua, Caukr-lNetepBypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

TenechoH: +7 812 336 9891
novartis.neva@novartis.com

KoHTponb kavecTsa
Quality Control
Homep nacnopra: _QER. Bepcus:1.0
Certificate number 4-856-1025 Version
1. OBLWAS UHPOPMALIMA
GENERAL INFORMATION
HaumeHoreaHue npogykumm: Fansyc Met® Tabnetku, NoKpbITbie MNEHOUYHON 0600YKON,
Product Name 50 mr + 1000 mr Ne30

JIN-Ne(001986)-(Pr-RU)-200524 TanByc MeT®, Tabnetku MNOKPbITbIE
. | nneHoyYHown oBonoukoit 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
MpoBepeHo Ha cooTBeTCTBMUE C: Mapkuposka J1M-Ne(001986)-(PT-RU)-270723

Checked against "
Cneuvndmkaums kadecTsa Ha Mansyc MeT®, TaBneTku NoKpbIThIE NNEHOYHO
o6onoykorn 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

BryTpeHHU! kog Homep cepuu

HepacdacoBaHHOM npoaykuun: | 42027187 HepacdacoBaHHON npoaykuun PU8681

Product Code Bulk Batch Number Bulk

BHYTpeHHWI Kog YnakoBaHHOM Homep cepum ynakoBaHHOM

npoayKunu: 44068551 npoayKuum: PV46941025

Product Code FDF Batch Number FDF

Hara npouseogcrtea:

Manufacturing Date 04.10.2025

Y Pasamep cepuu 3a BbIYETOM
Pasmep cepum: 5898 yn. npo6: 5889 yn.
Batch Size ; y
Batch size without samples

2. NMONYYEHHLIE PE3YNbTATHI

TEST RESULTS
Ne MNokasatens* Metog ucnuitanuii | TpeGoranue Pesynetar
4 Parameters Analytical method / Requirement Result
BusyanbHblii OBanbHble TabneTku co
OsarbHele TabNeTky Co CKOLWEHHbLIMU CKOLLEHHBLIMW  Kpasmu, MOKPLITLIE
o Kpasmu, NOKpbITbIE NNEHOYHO 060moykoi NNeHo4YHon  0BONOYKOW  TeMHOo-
1 & "";g?:n'lz TeMHO-XENTOoro ¢ CepoBaThbiM OTTEHKOM KEenToro ¢ cepoBaTblM OTTEHKOM
e useTta. Ha oaHon cTopoHe TabneTku useTa. Ha ogHoii cTopoHe TabneTku
mapkupoeka «<NVR», Ha apyroii ctopoHe — mapkuposka «NVR», Ha apyron
«FLOw. cTtopoHe — «FLO».
B3XX
Bpems yaepuBaHus OCHOBHOTO NWKa Ha
’I'!Idner!an)_nxauua XpoMarorpamme UcnbITyemoro pacteopa 1
entification CooteeTcTByeT
b il AOMKHO COOTBETCTBOBATL BPEMEHM
YOEPXUBAHWA NKa BUNAArNUNTUHE Ha
2 XpomarorpaMme cTaHAapTHOro pacTeopa.
B3XX
Bpems yaepxuBaHWs OCHOBHOTO nuika Ha
- MeTthopmuHa XpomMarorpaMme UCnbITYyemoro pacteopa 3 CooTeeTcTayeT
rmapoxnopug, AOMKHO COOTBETCTBOBATL BPEMEHM
' yAepxuBaHua nuka MeTchopMnHa Ha
XpomaTorpamMmmMecTaHaapTHOro pacTeopa.
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Ne Mokazarens* Metopn ucniitanuin / TpeGoBaHue PeaynbTar
Parameters Analytical method / Requirement Result
ES}KX 4 97% OT 3asBNEHHOro CoAepXaHus
e meHee 80% (Q) oT 3asBNEHHOro B BT Lhes 30 kT
coAepxaHusa BungarnunTtuHa Yepes 30 A P 5
3 Pa_ncwopeuue MUHYT 100%
Dissolution He meHee 80% (Q) oT 3asBneHHOro MeTq;OOTMi,aHﬂaB?: HH;:?; one;) :(: H:i
cogepxaHwsa meThopMuHa rugpoxnopuaa 30 M“Hp_r Ap piaa Hep
yepes 30 MUHYT. y
Boga MeTtoa K. ®uwepa i
g Water He 6onee 1,0%. 0,3%
B3XX .
202-01 (amug): He Gonee 0,5% e e
MNpumecu 209-01 (LMKAMYECKU aMUANH): Py f
i 207-01 — He oBHapyxeHa;
Related He Bonee 0,2% Eisiiian
Substances- 20201 (.mgxg;onwnepasm): HeWAeHTUULMPOBAHHAA NpUMECh
Mpumecwu He bonee U,27% — He oBHap ;
= » VKEHa,
BungarnuntuHa EAVHWYHOW HenaeHTUULMpOBaHHOA S
npumecw: He Gonee 0,2% OC);h;MEl BCEX npumecei MeHee
5 Cymma Bcex npumeceit: He Gonee 1,0% I
B3XKX 1-UwnaHoryaHuguH — menee 0,01%;
1-LinaHoryaHuauH: He Bonee 0,02% EauHnuHas
- Npumecu E-ﬂ:;:::?:'e p_— "{']e:‘lg}eHT“dJ”LI"POBaHHOﬁ HeUAeHTU(NLMPOBAHHAA MPUMECH
MeTdopmuHa P : i o — He obHapyxeHa,
ruapoxnopuaa Cymma Bcex npumeceii: He 6onee 0,6% Cymma BCeX npuMecen — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpgHopogHOCTL
A031UPOBaHHbLIX Bungarnuntud — BOXX " ”
6 | eAuHMy MeTtchomuHa rugpoxnopug - MeToq ﬁg‘_‘?baor;::;”a .n.A\éxntlgm'
Uniformity of Bapvauumn macc AV=16 P '
dosage AV =150 '
units B
B3MXX
Ot 95,0% pno 105,0% BungarnunTiHa oOT
Rompscresties 3aABMEHHOro coaepKaHus
onpegeneHue 99 7%
f\;f'iy SEFiE BHyTpeHHui npegen Ha Bbinyck (IRL): He
7 A meHee  97,9%  BUNAarnMNTMHA  OT
3afBNEeHHOTO CofepPXaHuA
B3XX
-Merdopmnia | 5" o5 00, g0 105,0%  weTchopmura | 99.7%
ruapoxnopwa
rMapoxnopuaa oT 3asBNEeHHOro CoaepXaHns.
8 Ynakoeka Mo 6 Tabnetok B Gnuctep MA/AN/MBX 1 Hi!i;?ggiﬁgigaafmeepacﬁ
Packing antoMUHUEBON donbru.

tonbri. Mo 5 6nuctepos BMecTe ¢
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BropuuHas ynakoska (kapToHHas na4ka)
Ha kapToHHOM nayke ykasbisaeTcs:

1. Toprosoe HanmeHoBaHWe npenapara ¢
npeaynpeauTensHon Mapkuposkon ®

2. MexpayHapogHoe HenaTeHTOBaHHOe
HaumeHoBaHwe (aybnupyertcs Ha
aHrMUACKOM 53bike)

3. [lorotvn Aepxarens pervcTpaumUoHHOro
YAOCTOBEPEHUA (Ha aHrNMIACKOM A3bIKe)

4. HaumeHoBaHwve gepxarens
pervcTpaunoHHOro y40CTOBEPEHNS 1
npou3BoAWTENA NekapcTBeHHOro npenapara
(BbINYCKAIOLLMIA KOHTPONL KaYecTBa)

5. Aopec (cTpaHa) nepxarens
PerncTpaumnoHHoro yaoCcToRepeHns u
NPon3BOAUTENA NEKapCTBEHHOro Npenapara
(BbINYCKAIOLLWIA KOHTPOMb KayecTsa)

6. lekapcTeeHHas opma

7. [loanpoBka

8. Konu4ecTso nekapcTBeHHOro npenapara B
ynakoBke

Homep nacnopra: Bepcus:1.0

Cem‘ﬁcaee numberp 4-856-1025 Vergfon

Neo MNMokazaTtenwn*® MeToqn ucneitanuii / TpeGosaHue PesynbTar

Parameters Analytical method / Requirement Result
Mo 5 6nucTepos BMECTe € NUMCTKOM- NNCTKOM-BKNaAbILLEM B KAPTOHHYIO
BKNaAbILLEM B KAPTOHHYIO NayKy. nayky. MpucyTcTBYET KOHTPONb
fonyckaetca Hanuume KOHTPONSA Nepsoro NepBoro BCKPbITUS.
BCKPbITUS,
MNepBu4Han BHYTPeHHAS ynakoBKa MepBUYHan BHYTpeHHAR
Ha 6nucTtepe ykasbiaeTcs: ynakoBKa
1. Toprosoe HaumeHoBaHue npenapara ¢ Ha 6nucTtepe ykasaHo:
npeaynpeauTensHON MapkupoBkoi ® 1. Toproeoe HanmeHoBaHWe
2. MexayHapogHoe HenaTeHTOBaHHOEe npenaparta ¢ npeaynpeauTensHon
HaumeHoeaHwe (aybnupyeTcs Ha MapKnposkon ®
aHIMUNCKOM 5i3bIKe) 2. MexayHapogHoe
3. Jlorotun gepxatens perncTpaLmoHHoro HenaTeHToBaHHOe HauMeHoBaHne
YAOCTOBEPEHUA (Ha aHIMUIACKOM A3bIKE) (ay6nupyeTca Ha aHrnuicKom
4. lexapctBeHHan dopma A3LIKE)
5. [loavpoBka 3. llorotun gepxartens
6. Homep cepum PEr1cTpaLnoHHOro yAOCTOBEPEHUS
7. [laTa ncteueHus cpoka rogHocT (B (Ha aHrnmiickom n3bIKe)
dopmarte: rogeH go...) 4. llekapcTeeHHas gopma
8. [lata npoussoacTea 5. [losupoeka
9. flonyckaeTca HaHeceHNe BHyTPEeHHNX 6. Homep cepun
YNakoBOYHbIX KOAOB komnaHun. B cnydae 7. NaTa ncreveHus cpoka rogHocTy
npousBoAcTea Ha nnowaake OO0 (B hopmarte: rogeH go...)
«HoeapTtuc Hesa» Ha 6rinctepe ykasbisaor | 8. [lata npoun3soacTsa He yKasaHa
TONbKO NepemeHHble JaHHble 6e3 ykasaHus 9.BHyTpeHHUe ynakoBouYHble Koab!
npecurkcos Homepa cepun U AaThbl KOMMNaHWKU OTCYTCTBYHOT.
9 Mapkupogeka OKOHYaHMA CpoKa roHOCTH. Ha 6nuctepe ans Homepa cepum n
Labelling [ata npovn3BopcTea He yKkasbiBaeTca. AaTbl OKOHYaHWSA CpoKa rogHoCTH

yKasaHb! TONbKO NepemMeHHble
AaHHble 6e3 ykasaHusA Npedukcos .
Hata npoussogcTea He ykasaHa.
BropuyHas ynakoBka (kapToHHas
nauka)

Ha kapTOHHOM nayke yKasaHo:

1. ToproBoe HaumeHoBaHue
npenapata c npegynpeavTenbHol
MapKMpoBKoi ®

2. MexayHapogHoe
HenaTeHToOBaHHOE HauMeHoBaHue
(By6nupyeTca Ha aHrnuickom
A3bIKE)

3. Nlorotun gepxatens
PervcTpaunoHHOro yaoCTOBEPEHUS
(Ha aHrnMiickom a3bike)

4. HaumeHoBaHuwe gepxartens
PErncTPaunoHHOro yA0CTOBEPEHUS
¥ NPOV3BOAMTENS NEKAPCTBEHHOrO
npenapara (BbINyCKatoLLWiA
KOHTpOIb Ka4yecTea)
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Ne MNMokaszarens* MeTog ucneitaHuit / TpeGosanue PesynbkTar —‘
& Parameters Analytical method / Requirement Result
9. HaumeHosaHus u cogepxanus 5. Afpec (cTpaHa) gepxatens
AeNCTBYOWMX BELLECTB PerucTpaLmuoHHoOro yaoCcToBepeHus
10. Ycnosus xpaHenns ¥ Npon3BOAUTENSA NEKAPCTBEHHOrO
11. MNyTb BBEAeHUA npenapara (BbinycKawoLwuii
12. Yenosus otnycka KOHTpOnbL KavecTea)
13. MNpeaynpeauTensHsie Hagnucw: «Cnocob | 6. llekapcTseHHas dopma
NPUMEHEHUSA: CM. NINCTOK-BKNALbILLY», 7. [o3uposka
«XpaHUTb B HEAOCTYMHOM AN1s AeTel MecTe» | 8. KonuyecTso nekapcTBeHHoro
14. Homep cepun npenapara B ynakoske
15. llaTa npoussoacTea 9. HammeHoBaHus 1 cogepxanua
16. data nucteuyeHuns cpok rogHocTu (8 AeCTBYIOLMX BELLECTB
chopmaTe: rogeH ao...) 10. YcnoBus xpaHeHus
17. Wrpux-kog 11. MNyTb BBEAEHNWS
18. donyckaeTtcs HaHeceHwe BHYTPEHHUX 12. Yenosus otnycka
ynakoBo4HbIX KOAOB [1OMONHUTENBHO MOTyT 13. MpeaynpeanTensHble Haanucu:
ObiTb HaHeceHsb! cpepcTBa naeHTUdMKaLMM «Cnocob NpUMEeHEeHNs: CM. NACTOK-
ANA MOHUTOPUHIA ABVKEHUS NEKAPCTBEHHBLIX | BKNAAbILL», «XpaHuTL B
npenaparoB OT NPOW3BOAUTENS A0 HELOCTYMHOM ANsA AeTeil mecTey
KOHEeYHoro notpebuTens (HaHeceHue 14. Homep cepuu
BO3MOXHO C UCMOMNb30BaHWEM CTUKePa). 15. Oata npoussoacTea
16. [lata ucteueHns cpok rogHocTu
(B chopmare: roaeH Ao...)
17. Wrpwux-kop,
18. HaneceHbl BHyTpeHHue
ynakoBOYHbIE KOABI.
HdononHutensbHo HaneceHbl
cpeacTea ugeHTuUKaumm ana
MOHUTOPWHra OBUKEHWA
NeKapcTBEHHbIX NpenapaTos oT
NPOW3BOAMTENS A0 KOHEYHOro
notpeburens (6e3 ucnons3oeaxus
CcTukepa).
10 gg?;?"e Mpu Temneparype He Bbiwe 30°C.
Cpok rogHocTH
(MepuoanyHocTs
11 | KoHTpons) 2 roga 2rofa (30.09.2027)
Shelf life (Frequency
of control) ]

* - MNokazatens «MukpoBuonornyeckas yucrTotay He ABNABTCA

nacnopTte KomnaHuu,

PYTUHHBEIM METOAOM aHannsa u MoXeT OTCYTCTBOBATL B
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3. 3AKNIOYEHUE
CONCLUSION

NekapcTteeHHbIli Npenapat ansyc MeT®, TabneTkN NOKPbITbIE NEHO4HO oﬁonoqxomyﬁ,&wa-.-_‘l 0 mr Ne30,
Homep cepumn PV46941025 cooTeeTcTBYET TpeBOBaHUAM HOPMATUBHOW .uol{ymem
RU)-200524 Maneyc MeT®, TaBneTku NOKPLITLIE NNEHOYHON 060NOYKORA 50 Mr + 50 + 850 :

mr Mogynb Mapkvposka J1M-Ne(001986)-(PI-RU)-270723. ; ~ X7
-\. » - 7
CrapwuiA  cneuwanuct no o
YtBepgun xourppomo xauec:laa Anexcees b.0. :.-5' Jlmmn s mnra L
Approved by ”a ; b
RonwnocTe (Position ) DD (Full name) ) ‘f‘\ Signature)
- O, =L =
\\%Lﬁp!eﬂﬁ
Version Description of change L
(Bepcus) (Onucanune nameHeHuin)
1.0 Hosbilh nacnopT
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